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DETAILED ACTION 

• Receipt is acknowledged of applicants': (a) amendment, remarks, and terminal 
disclaimers, all filed on 8 April 2008, and (b) response to restriction requirement and 
amendment filed on 12 August 2008. 

• The 35 USC 112 rejection and restriction requirement of 14 July 2008 are hereby 
withdrawn in view of the remarks. The obviousness-type double patenting rejections 
are hereby withdrawn in view of the terminal disclaimers. 

Terminal Disclaimer 

The terminal disclaimers filed on 8 April 2008 disclaiming the terminal portion of 
any patent granted on this application which would extend beyond the expiration date of 
any patent granted on U.S. applications 10/828,079 and 10/828,419 have been 
reviewed and is accepted. The terminal disclaimers have been recorded. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 2-7, 11-15, 17, and 43-53 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Kerc, et al. (WO 02/072073) in view of Nagaprasad, et al. (WO 
02/076376) further in view of Fox, et al. (WO 01/76566). 
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Kerc et al. teach a pharmaceutical composition comprising: 

• atorvastatin (see examples 3-6); 

• a solid unit dosage (see page 1 2, lines 1 1 -1 5); 

• a tablet or capsule (see page 1 2, line 1 3); 

• disordered (amorphous) atorvastatin (see abstract; page 5, lines 12-16; tables 
1 and 4; page 10, lines 8-13; and examples 1-6); and 

• a diluent concentration of, e.g., 49.5% (see Example 1 (formulation A3), page 
14, comprising microcrystalline cellulose, lactose monohydrate, and 
carboxymethyl cellulose). 

Kerc et al. explain that their composition is beneficial in providing therapeutic 
equivalence in the atorvastatin pharmaceutical formulation (see page 3, lines 17-23). 

The Kerc et al. reference differs from the instant application in that it does not 
explicitly disclose the atorvastatin lactone concentrations of not more than about 2% of 
instant claim 4. However, the claimed level of atorvastatin lactone was achieved in the 
atorvastatin pharmaceutical composition art before the instant application was filed (see 
Fox, et al., example 4). 

The processes dry-granulation disclosed in claim 1 is not essential to a 
determination of patentability of the composition disclosed in the claim. The 
patentability of product-by-process claims is based on the product itself. "[E]ven though 
product-by-process claims are limited by and defined by the process, determination of 
patentability is based on the product itself. The patentability of a product does not 
depend on its method of production. If the product in the product-by-process claim is the 
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same as or obvious from a product of the prior art, the claim is unpatentable even 
though the prior product was made by a different process." In re Thorpe, 777 F.2d 695, 
698, 227 USPQ 964, 966 (Fed. Cir. 1985). 

In any event, Nagaprasad, et al. teach a statin formulation produced by dry- 
granulation (see page 4, line 26). Nagaprasad explains that dry granulation is beneficial 
in producing statin formulations because it leads to greater stability [see page 4, lines 
28-29). 

While Kerc does not explicitly disclose the alkalizing agent concentration range of 
instant claim 43, Kerc recites an alkalizing agent concentration as low as 10.4% (see 
Example 1, page 14). A prima facie case of obviousness exists where the claimed 
ranges and prior art ranges do not overlap but are close enough that one skilled in the 
art would have expected them to have the same properties. Titanium Metals Corp. of 
America v. Banner, 778 F.2d 775, 227 USPQ 773 (Fed. Cir. 1985). See MPEP 
2144.05. 

While Kerc et. al. do not explicitly teach particle sizes, granulation factors, or 
concentrations, it would have been obvious to a person of ordinary skill in the art at the 
time the invention was made to determine said parameters through routine or 
manipulative experimentation to obtain the best possible results, as these are variable 
parameters attainable within the art. 

Moreover, generally, differences in concentration will not support the patentability 
of subject matter encompassed by the prior art unless there is evidence indicating such 
concentration is critical. "[W]here the general conditions of a claim are disclosed in the 
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prior art, it is not inventive to discover the optimum or workable ranges by routine 
experimentation." In re Aller, 220 F.2d 454, 456; 105 USPQ 233, 235 (CCPA 1955). 
Applicants have not demonstrated any unexpected or unusual results, which accrue 
from the claimed parameters. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to disclose a dry-granulated pharmaceutical composition 
comprising atorvastatin (including disordered forms of atorvastatin), low alkaline earth 
metal salt additive, and low atorvastatin lactone, as taught by Kerc, et al. in view of 
Nagaprasad, et al., further in view of Fox, et al. One of ordinary skill in the art at the 
time the invention was made would have been motivated to make such a composition 
because it results in greater therapeutic equivalence, as explained by Kerc, et al. One 
of ordinary skill in the art would be motivated to use a dry-granulation process because 
it results in greater stability, as explained by Nagaprasad. 

Response to Arguments 

Applicants' arguments filed on 8 April 2008 with respect to the 35 USC 103 
rejection of record have been fully considered but they are not persuasive. 
1 . Applicants argue, "...Kerc et al teaches that atorvastatin formulations must 
contain substantial quantities of bases in order to both prevent the degradation and to 
enhance solubility." See remarks, page 7. 

Kerc recites an alkalizing agent concentration as low as 10.4% (see Example 1, 
page 14). A prima facie case of obviousness exists where the claimed ranges and prior 
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art ranges do not overlap but are close enough that one skilled in the art would have 
expected them to have the same properties. Titanium Metals Corp. of America v. 
Banner, 778 F.2d 775, 227 USPQ 773 (Fed. Cir. 1985). See MPEP 2144.05. Examiner 
respectfully submits that applicants have not shown that the properties of a formulation 
comprising 5% alkalizing agent would differ critically from a formulation comprising 
10.4% alkalizing agent. 

2. Applicants argue, "Nagaprasad states. . .that the formulation must contain a 
carrier that imparts a pH of 6.5-8." See remarks, page 8. 

Examiner respectfully submits that the instant claims do not set any limitation on 
the pH of the formulation. Furthermore, the instant claims use the open transition 
phrase "comprising," thus, a carrier that imparts a pH of 6.5-8 is not precluded from the 
instant application as it is currently claimed. 

3. Applicants argue, ".. .Claim 43 specifies that the formulation must contain at least 
40 w/w% of at least one, or a combination of. the diluents specified in the claim." See 
remarks, page 8. 

Examiner respectfully submits that, in at least one example, Kerc discloses a 
diluent concentration of 49.5% {see Example 1 (formulation A3), page 14, comprising 
microcrystalline cellulose, lactose monohydrate, and carboxymethyl cellulose). 

4. Applicants argue that the instant application differs from the prior art in that it 
discloses a method of making bv dry granulation. See remarks, pages 7-9. 

Examiner respectfully submits that the dry-granulation process is not essential to 
a determination of patentability of the composition claimed because applicants recite 



Application/Control Number: 10/828,398 Page 7 

Art Unit: 1615 

product-by-process claims, not process claims. The patentability of product-by-process 
claims is based on the product itself. "[E]ven though product-by-process claims are 
limited by and defined by the process, determination of patentability is based on the 
product itself. The patentability of a product does not depend on its method of 
production. If the product in the product-by-process claim is the same as or obvious 
from a product of the prior art, the claim is unpatentable even though the prior product 
was made by a different process." In re Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 
966 (Fed.Cir. 1985). 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to HASAN S. AHMED whose telephone number is 
(571)272-4792. The examiner can normally be reached on 9am - 5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael P. Woodward can be reached on (571)272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
/H. S. A./ 

Examiner, Art Unit 1615 

/Humera N. Sheikh/ 

Primary Examiner, Art Unit 1615 



